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AMENDED APPEAL BRIEF 

Dear Sir: 

This paper is responsive to the Notification of Non-Compliant Appeal Brief mailed 
on March 20, 2008, which indicated that the Appeal Brief filed on March 5, 2008 did not 
present an argument under a separate heading for each ground of rejection on appeal. 
Specifically, the Notification indicated that arguments under Loeffler should be rejected 
under 35 U.S.C. 102(b) not under 102(e), and that the entire brief is not required only 
the section found defective. 

Appellants hereby submit a replacement of the Argument section of the brief. 
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ARGUMENT 

Rejection under 35 U.S.C. § 112, first paragraph 
Claim 64 

In the Final Office Action mailed 17 October 2007 (Evidence App., Ex. E, 
hereinafter "Final Office Action"), the examiner rejected claim 64 under §112, first 
paragraph, as failing to comply with the written description requirement. The examiner 
asserted that the amendment of claim 64 to include the limitation "temporarily placing a 
cover on the inner surface" is new matter. This limitation, according to the examiner, 
"implies a 'touching' relationship between the cover and the inner surface" and that 
"[t]his is new matter that is not supported by the specification as originally filed" (Final 
Office Action, p. 3) The examiner's assertion that this is new matter is incorrect. 

Under the written description requirement, the specification must reasonably 
convey to those skilled in the art that the applicant was in possession of the claimed 
invention as of the date of invention. Regents of the University of California v. Eli Lilly & 
Co. . 119 F.3d 1559, 1568, 43 USPQ2d 1398, 1405 (Fed. Cir. 1997). "To comply with 
the written description requirement of 35 U.S.C. §112, first paragraph, . . . each claim 
limitation must be expressly, implicitly, or inherently supported in the originally filed 
disclosure." MPEP 2163(ll)(A)(3)(b). The limitation in question, "temporarily placing a 
cover on the inner surface," is expressly supported in the originally filed disclosure, 
which states: 

Stent 10 can be temporarily mounted on a conventional mandrel such that 
the mandrel fits within hollow bore 22 and against inner surface 20 or first 
coating 28. 

(Specification, page 16, lines 3-6 (Evidence App., Ex. F)). The passage that "the 
mandrel fits ... against the inner surface" expressly supports the 'touching' relationship 
referred to by the examiner. Therefore, the rejection of claim 64 is deficient as a matter 
of law. 

The Board is requested to reverse the rejection of claim 64 under §112, first 
paragraph. 
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Rejection under 35 U.S.C. § 102(e) over U.S. Pat. No. 6.299.604 (Raqheb et al.) 
Claims 23. 32. 56. and 60 

"A claim is anticipated only if each and every element as set forth in the claim is 
found, either expressly or inherently described, in a single prior art reference." 
Verdeqaal Bros, v. Union Oil Co. of California . 814 F.2d 628, 631, 2 USPQ2d 1051, 
1053 (Fed. Cir. 1987), cert denied . 484 U.S. 827 (1987). "To establish inherency, the 
extrinsic evidence must make clear that the missing descriptive matter is necessarily 
present in the thing described in the reference, and that it would be so recognized by 
persons of ordinary skill." In re Robertson , 169 F.3d 743, 745, 49 USPQ2d 1949, 1950- 
51 (Fed. Cir. 1999) (citations and internal quotation marks omitted) (Appellants' 
emphasis). 

Every element as set forth in independent claims 23 and 56 is not found, either 
expressly or inherently described, in Raqheb (Evidence App., Ex. A). Specifically, 
Raqheb does not disclose, expressly or inherently: (1) forming or applying on the inner 
surface of the stent a first coating having an angiogenic substance or substance 
facilitating angiogenesis, (2) forming or applying on the outer surface of the stent a 
second coating having a therapeutic substance capable of inhibiting migration or 
proliferation of smooth muscle cells, and (3) wherein the outer surface is free from the 
first coating and the inner surface is free from the second coating. Appellants pointed 
this out in their Amendment filed on 24 April 2007, to which the examiner responded by 
stating only that "one of skill in the art would know to place the angiogenic substance on 
the inner surface (where the blood is) and the antiproliferative on the outer surface 
(where the blood vessel cells are)" (Final Office Action, p. 5, first paragraph). This line 
of reasoning does not show (1 ) that mention of an angiogenic substance in Raqheb 
necessarily discloses placement of that angiogenic substance on the inner surface of 
the stent, (2) that mention of an antiproliferative substance in Raqheb necessarily 
discloses placement of that antiproliferative substance on the outer surface of the stent, 
and (3) that the mention of both substances necessarily discloses that the outer and 
inner surfaces are free from the angiogenic and antiproliferative substances, 
respectively. Therefore, the examiner's analysis is insufficient to establish a prima facie 
case of anticipation by Raqheb . 
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In stating that "one of skill in the art would know to place the angiogenic 
substance on the inner surface (where the blood is) and the antiproliferative on the 
outer surface (where the blood vessel cells are)," the examiner appears to propose new 
law: that the teaching of a reference can be combined with the knowledge of a person of 
ordinary skill in the art in determining anticipation under 35 U.S.C. §102. Any such 
proposal is contrary to well established patent law noted above. As previously quoted, 
In re Robertson provides that "[t]o establish inherency, the extrinsic evidence must 
make clear that the missing descriptive matter is necessarily present in the thing 
described in the reference, and that it would be so recognized by persons of ordinary 
skill" (169 F.3d at 745, 49 USPQ2d at 1950-51). In that context, the term "recognized" 
refers to that which is inherently described, not something in addition thereto. 

Even though Raqheb discusses a wide range of substances (col. 9, line 5 to col. 

8, line 18) and discloses that some substances can be placed on different surfaces of a 
stent (e.g., col. 20, lines 15-18; col. 21, lines 41-67), Raqheb provides no disclosure as 
to the claimed mutually exclusive placement of the angiogenic and antiproliferative 
substances on different surfaces of the stent. The examiner has merely alleged the 
probability that a person of ordinary skill would know to make the claimed coating 
configuration. "Inherency, however, may not be established by probabilities or 
possibilities. The mere fact that a certain thing may result from a given set of 
circumstances is not sufficient." In re Robertson . 169 F.3d at 745, 49 USPQ2d at 1951 
(citations and internal quotation marks omitted). Therefore, Raqheb does not describe 
the claimed invention to support a prima facie case of anticipation. 

It has been held that a generic chemical formula or description, without more, 
could not anticipate a specific chemical formula or species because the generic 
disclosure encompassed a vast number of compounds or species. In re Petering , 301 
F.2d 676, 133 USPQ 275 (CCPA 1962); In re Meyer , 599 F.2d 1026, 202 USPQ 175 
(CCPA 1979). The disclosure of Raqheb is "generic" in the sense that it is silent as to a 
particular coating "species," namely the relative placement of angiogenic and 
antiproliferative substances. As such, Ragheb's long list of substances including mere 
mention of antiproliferative and angiogenic coating substances (e.g., col. 8, line 40; col. 

9, lines 47 and 55; and col. 14, line 47) cannot anticipate the particular mutually 
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exclusive placement of angiogenic and antiproliferative substances required in the 
claims. The fact remains, Raqheb does not disclose, expressly or inherently, the 
particular mutually exclusive placement of angiogenic and antiproliferative substances 
required in the claims. 

Furthermore, the examiner's statement that "one of skill in the art would know to 
place the angiogenic substance on the inner surface (where the blood is) and the 
antiproliferative on the outer surface (where the blood vessel cells are)" is unsupported 
by evidence and is a purely hindsight evaluation based on Appellants' own disclosure 
(see Specification, Figures 5C and 5D, and page 19, line 9 through page 20, line 7). As 
best understood, the examiner appears to assert that angiogenic and antiproliferative 
substances are more desirable on certain stent surfaces. Raqheb suggests otherwise. 
In Raqheb , angiogenic and antiproliferative substances are described as being 
optionally present in layer 18 of Figure 1 (col. 9, line 47 and 55). Also, paclitaxel (an 
antiproliferative agent) is described as being optionally present in layer 18 (col. 14, line 
47) or layer 1 6 (col. 1 5. lines 43-44) of Figure 1 1 . As clearly shown in Figures 1 and 1 1 
of Raqheb (reproduced below), layers 16 and 18 are located on both inner and outer 
surfaces of the structure 12. Significantly, angiogenic and antiproliferative substances 
are not mentioned where Raqheb discloses the possibility of having different therapeutic 
substance on different surfaces (col. 20, lines 15-18; col. 21, lines 41-67). Thus, 
Raqheb does not even suggest the particular mutually exclusive placement of 
angiogenic and antiproliferative substances required in the claims. 




Fig. 1 FIG. li 

Claims 32 and 60 depend from base claim 23 or 56 and, therefore, include every 
element of their respective base claim. 
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The Board is requested to reverse the rejection and order that claims 23, 32, 56, 
and 60 be passed to issue. 

Rejection under 35 U.S.C. § 102(e) over U.S. Pat. No. 6,517,888 (Weber) 
Claims 23, 45, 56, 58, and 59 

Every element as set forth in claims 23 and 56 is not found, either expressly or 
inherently described, in Weber (Evidence App., Ex. B). Like Raqheb , Weber does not 
disclose, expressly or inherently: (1 ) forming or applying on the inner surface of the 
stent a first coating having an angiogenic substance or substance facilitating 
angiogenesis, (2) forming or applying on the outer surface of the stent a second coating 
having a therapeutic substance capable of inhibiting migration or proliferation of smooth 
muscle cells, and (3) wherein the outer surface is free from the first coating and the 
inner surface is free from the second coating. Appellants pointed this out in the 
Amendment filed on 24 April 2007, to which the examiner responded by stating only that 
"one of skill in the art would know to place the angiogenic substance on the inner 
surface (where the blood is) and the antiproliferative on the outer surface (where the 
blood vessel cells are)." (Final Office Action, p. 6, first paragraph). This line of 
reasoning fails to show (1 ) that mention of an angiogenic substance in Weber 
necessarily discloses placement of that angiogenic substance on the inner surface of 
the stent, (2) that the mention of an antiproliferative substance in Weber necessarily 
discloses placement of that antiproliferative substance on the outer surface of the stent, 
and (3) that mention of both these substances necessarily discloses that the outer and 
inner surfaces are free from the angiogenic and antiproliferative substances, 
respectively. Therefore, the examiner's analysis is insufficient to establish a prima facie 
case of anticipation by Weber - 
Weber provides no disclosure as to the claimed mutually exclusive placement of 
angiogenic and antiproliferative substances on different surfaces of the stent. The 
examiner has merely alleged the probability that a person of ordinary skill would know to 
make the claimed coating configuration. "Inherency, however, may not be established 
by probabilities or possibilities. The mere fact that a certain thing may result from a 
given set of circumstances is not sufficient." In re Robertson , 169 F.3d at 745, 49 
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USPQ2d at 1950-51 (citations and internal quotation marks omitted). Clearly, Weber 
does not describe the claimed invention to support a prima facie case of anticipation. 

The disclosure of Weber is "generic" in the sense that it is silent as to a 
particular coating "species," namely the relative placement of angiogenic and 
antiproliferative substances. Under In re Petering and In re Meyer , Weber's long list of 
substances including mere mention of antiproliferative and angiogenic substances (e.g., 
col. 6, line 41, and col. 7, line 18) cannot anticipate the particular mutually exclusive 
placement of angiogenic and antiproliferative substances required in the claims. 

Appellants argued the point above during prosecution, stating that: "If each of the 
biological agent classes disclosed by Weber can independently be placed on either the 
outer surface or the inner surface of the stent, then Weber purportedly anticipates a vast 
number of stent coating permutations or species," and that such a finding of anticipation 
is impermissible under In re Petering (Amendment filed 24 April 2007, p. 13, last 
paragraph). The examiner appears to have misconstrued this argument by asserting 
that "applicant has argued that each class of agents can be placed on the outer surface 
or inner surface" (Final Office Action, p. 6). In reality, Appellants argued that it is 
impermissible to read into Weber that every substance mentioned can be independently 
placed on one surface in combination with another substance placed on the opposite 
surface. The fact remains, Weber does not disclose, expressly or inherently, the 
particular mutually exclusive placement of angiogenic and antiproliferative substances 
required in the claims. 

Claims 45, 58 and 59 depend from base claim 23 or 56 and, therefore, include 
every element of their respective base claim. 

The Board is requested to reverse the rejection and order that claims 23, 45, 56, 
58, and 59 be passed to issue. 

Rejection under 35 U.S.C. S 102(b) over U.S. Pat. No. 5.897.911 (Loeffler) 
Claim 23. 30 and 31 

Every element as set forth in claim 23 is not found, either expressly or inherently 
described, in Loeffler (Evidence App., Ex. C). Like Ragheb and Weber , Loeffler does 
not disclose, expressly or inherently: (1 ) forming on the inner surface of the stent a first 
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coating having an angiogenic substance (2) forming on the outer surface of the stent a 
second coating having a therapeutic substance capable of inhibiting migration or 
proliferation of smooth muscle cells, and (3) wherein the outer surface is free from the 
first coating and the inner surface is free from the second coating. Yet again, the 
examiner responded only by stating that "one of skill in the art would know to place the 
angiogenic substance on the inner surface (where the blood is) and the antiproliferative 
on the outer surface (where the blood vessel cells are)" (Office Action, p. 7, second 
paragraph). As already explained above, this line of reasoning is insufficient to 
establish a prima facie case of anticipation. 

Loeffler provides no disclosure as to the claimed mutually exclusive placement of 
angiogenic and antiproliferative substances on different surfaces of the stent. The 
examiner has merely alleged the probability that a person of ordinary skill would make 
the claimed coating configuration, which is insufficient as a matter of law. See In re 
Robertson . 169 F.3d at 745, 49 USPQ2d at 1950-51. 

The disclosure of Loeffler is "generic" in the sense that it is silent as to a 
particular coating "species," namely the relative placement of angiogenic and 
antiproliferative substances. Under In re Petering and In re Mever . Loeffler's long list of 
substances (col. 2, line 56 through col. 3, line 32) including mere mention of 
antiproliferative and angiogenic substances in (col. 3, lines 16 and 21) cannot anticipate 
the particular mutually exclusive placement of angiogenic and antiproliferative 
substances required in the claims. 

Appellants previously argued the above point as to Loeffler , which the examiner 
appears to have misconstrued by asserting that "applicant has argued that each class of 
agents can be placed on the outer surface or inner surface" (Final Office Action, p. 7). 
In reality, Appellants argued that it is impermissible to read into Loeffler that every 
substance mentioned can be independently placed on one surface in combination with 
another substance placed on an opposite surface. The fact remains, Loeffler does not 
disclose, expressly or inherently, the particular mutually exclusive placement of 
angiogenic and antiproliferative substances required in claim 23. 

Claims 30 and 31 depend from claim 23 and, therefore, include every element of 
claim 23. 
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The Board is requested to reverse the rejection and order that claims 23, 30 and 
31 be passed to issue. 

Claim 64-66 

Claim 64 requires "temporarily placing a cover on the inner surface of the stent." 
Claims 65 and 66 depend from claim 64 and, therefore, include all the elements of claim 
64. This limitation of claims 64-66 is not found, either expressly or inherently described, 
in Loeffler . In Figures 1 and 2 of Loeffler (reproduced below), a stent 12 is positioned 
inside a mold 23 with a core pin 14 extending through the center of the stent. The core 
pin 14 is spaced apart from, not on, the inner surface of the stent. The gap between the 
core pin 14 and the inner surface of the stent 12 is evident from the cross-hatch lines 
representing stent struts or scaffolding that are located behind and spaced apart from 
the core pin. 



The examiner erroneously asserts that Figure 3 of Loeffler (reproduced below) 
shows that the tapered mandrel 26 "fits snugly inside the stent 12" and, thereby, meets 
the limitation of claim 64. The examiner has overlooked the support tube 22 and 
polymer 24, which cause the mandrel 26 to be spaced apart from the stent inner 
surface. Figure 3 of Loeffler shows how a stent 12 can be encased in a polymer 24 by 
first applying the polymer 24 to the inner surface of the stent. A tapered mandrel 26 is 
subsequently inserted inside a support tube 22 beneath the polymer 24 to expand the 
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polymer 24 snugly against the inner surface of the stent. Contrary to the examiner's 
assertion, it is the polymer 24, not the mandrel 26, that is in contact with the stent inner 
surface. The tapered mandrel 26 is spaced apart from, not on, the inner surface of the 
stent by the polymer 24 and support tube 22. Therefore, Loeffler does not describe the 
claimed invention to support a prima facie case of anticipation. 

FIG. 3 




The Board is requested to reverse the rejection and order that claims 64-66 be 
passed to issue. 

Rejection under 35 U.S.C. § 103(a) over U.S. Pat. No. 6,299,604 (Raqheb et al.) and 
U.S. Pat. No. 6.506.437 (Harish et al.) 

Claim 57 

The examiner rejected claim 57 under § 103(a) as being unpatentable over 
Raqheb in view of Harish (Evidence App., Ex. D). The examiner admits that Raqheb is 
silent as to the stent having cavities in the inner and outer surfaces (Final Office Action, 
p. 7). But the examiner argues that Harish discloses those elements and further that it 
would have been obvious to one having ordinary skill in the art to use the Harish stent 
having cavities in the coating method of Raqheb (id.). 

Appellants do not dispute the examiner's characterization in the Final Office 
Action of that which Harish teaches. Appellants offer no opinion as to whether they 
agree or disagree with the examiner's contention that it would have been obvious to 
modify the coating method of Raqheb with the stent of Harish . However, claim 57 
depends from claim 56 and, thereby, includes all the elements of claim 56. For the 
reasons discussed above in connection with claim 56, Raqheb fails to teach, suggest, or 
otherwise make obvious elements of claim 57, namely: (1) applying a first composition 
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including a first therapeutic substance capable of facilitating angiogenesis on the inner 
surface of a stent, (2) applying second composition including a second therapeutic 
substance for inhibiting migration or proliferation of smooth muscle cells on the outer 
surface of the stent, and (3) wherein the outer surface is free from the first therapeutic 
substance and the inner surface is free from the second therapeutic substance. Harish 
offers nothing to cure this fatal flaw in the examiner's rejection and, therefore, the 
combination of Harish with Raqheb simply does not render the current invention 
obvious. 

The Board is requested to reverse this rejection and order that claim 57 be 
passed to issue. 



CONCLUSION 

The examiner has failed, as a matter of law, to set forth a prima facie case for 35 
U.S.C. §1 02 anticipation of claims 23, 32, 56, and 60 over Raqheb and, equally so, has 
failed as a matter of law to set forth a prima facie case for 35 U.S.C. § 103(a) 
obviousness of claim 57 over Raqheb in view of Harish . The examiner has also failed, 
as a matter of law, to set forth a case of anticipation under 35 U.S.C. § 102 of claims 23, 
45, 56, 58, and 59 over Weber and of claims 23, 30, 31 , and 64-60 over Loeffler . 
Appellants therefore respectfully request that the Board reverse the examiner's 
rejections in toto and order the application be passed to issue. 

Date: March 31 , 2008 Respectfully submitted, 

Squire, Sanders & Dempsey L.L.P. 

One Maritime Plaza, Suite 300 /Norman Morales/ 

San Francisco, CA 941 1 1 -3492 Norman Morales 

(41 5) 954-0200 Attorney for Applicants 

Reg. No. 55,463 
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